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Please find below and or attached an Office communication concerning this application or proceeding 



Office Action Summary 



Application No. 
09 158,982 



Appl icant (s ) 



Buliard et al. 



ExdCl if 1 



Ardin Marschel 



j An Umt 

1631 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _ 3 MONTH (S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

Extensions of time may be available under the provisions of 3 / CF M 1 136 a In no event however rnav a reply be timely filed after SIX 6 MON 1 MS from the 
mailing date of this communication 

if The penoci for reply specified above is iess truin thirty A ) days a reply within Thr- statutory minimum of thirty 30 days wili be considered timely 
If NO period for reply is specified above the maximum statutory period will apply and will exp re SIX 6 MONTHS from the mailing date of this communication 
- Failure to reply within the set or extended period tor reply will by statute cause the application to become ABANDONt D 3b U S C ^ 13 3 
Any reply received by the Office later than three months after the mailing date of this communication even if timely filed may reduce any 
earned patent term adjustment See 3/ Cf H 1/04 b . 

Status 

1 ) X Responsive to commumcation(s) filed on 6 3,02 a /id /. 16/03 ^ 



2a ; This action is FINAL. 2b) X This action is non-final. 

3) Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 ; 453 O.G. 21 3. 

Disposition of Claims 

4) X Ciaim(s) 3, 6-21, and 23 is/are pending in the application. 

^fagrwrfia^ 

is 'are allowed. 



is/are rejected, 
is. are objected to. 
are subject to restriction and or election requirement 



iaim(s: 1, 2, 4, 5, 22, and 24 have been canceled. 

5) Claim [s) _ _ _ _ 

6) X Claim(s) 3, 6-21, and 23 

7) X Claimls) 3 and 6 

8) Claims 
Application Papers 

9} The specification is objected to by the Examiner. 

10)^ The drawmg(s) filed on \// L^/c 3 is are aX accepted or b) objected to by the Examiner. 

Applicant may not request that any objection to the drawiny(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 T^e proposed draw^g correct. or. '.ied or _ _ ,s; a; appiovec 0i Oisapprovec Dy tne Examine 

If approved corrected drawings are required in reply to This Office action. 
1 2) The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § § 1 1 9 and 1 20 

1 3) Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 1 9ia)-(d) or (f). 
a) All b) Some* c) None of: 

1 . Certified copies of the priority documents have been received. 

2. Certified copies of the priority documents have been received in Application No. _ 

3. Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau i.PCT Rule 17.2i.aM. 
*See the attached detailed Office acton for a list of the certified copies not received. 

14) X Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a^ The translation of the foreign language provisional application has been received. 

15) Acknowledgement is made of a cla^m for domestic priority under 35 U.S.C. §§120 and or 121. 

Attachment(s) 

1 X Notice of References Gted PIO-SL^ 4 X lr| ter\,ieA Summary PTO 413 Paper No s 

2 Notice of Prattsperson s Patent Drawing Review P10-'J48 b Notice ot Informal Patent Application P10-1b<? 

3 Information Disclosure Statement s PI 0-1441* Paper No s 6 Other 
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Office Action Summary 



Part of Paper No. 28 




The amendment, filed 6/3 'j2, has been approved for entry and 
has been entered. 

Applicants' arguments, filed 6/3/12 , nave been fully 
tens ide red and they are deemed to be persuasive to overcome the 
rejections of record in a timely manner, leaving at that time no 
rejections yet pending. Rejections and/or objections not 
reiterated from previous office actions are hereby withdrawn. 
Upon reconsideration, however, the following rejections and/or 
objections are newly applied. They constitute the complete set 
presently being applied to che ms tan: application. 

Due to the newly applied rejections and/ or objections 
summarized below, the finality of the Office Action, mailed 
12/3/31, is he reby w i. t ndrawn . 

LACK 0? ENABLEMENT 

Claims 3, £-21, and 23 are rejected under 35 T J . S . C . § 112, 
first paragraph, as containing subject matter which was not 
described in cue specification in such a way as : : enable one 
skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 

Factors to be considered in determining whether a disclosure 
would require undue experimentation have been summarized in Ex 
par te Forma n, 23 1 USPO 5 4 6 iBPAI 13 36' and reiterated by the 
Court of Appeals in In re Wands , 8 USPQ2d 14 : 0 at 14 14 CAFC 
1983'. The factors to be considered in determining whether undue 




experimentation is required include: the quantity of 

experimentation necessary, -2) the amount :r direction presented, 
(3) the presence or absence of working examples, (4! the nature 
of the invention, (0) the state of the pri:r art, (6) the 
relative skill of those m the art, (7) the predictability or 
unpredictability of the art, and (S) ohe breadth of the claims. 
The Board also stated that although the level of skill in 
molecular biology is high, the results of experiments in genetic 
engineering are unpredictable. While all of these factors are 
considered, a sufficient amount for a prima facie case are 
discussed keloA. 

The instant invention is apparently directed to gene 
expression pr: filing but larks any instant guidance as to what is 
performed to use the instant invention. For example, applicants 
indicate in claim 17 that diagnosis is a possible usage :f the 
instant invention, but lacks any instant guidance theref:r. It 
is noted that m.i c roar rays are being generated in the art with 
frequently thousands of probe sequences thereon, but that 
interpretation of the results of experiments have been difficult 
and unpredictable, largely due to the myriad of data points to 
reconcile. Stoeckert, Jr. et al. discusses the generation of 
data from micro-array analysis and concludes in the final 
paragraph on page 473, that the "wealth of biological data... has 
yet tc be realized" and the adoption of standards is "a major 
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step toward making such iisinveries a reality". Thus, even as 
late as the publication of said reference in 2002 the usage of 
gene expression profiles such as generated :>n micr oarrays are 
unpredictable and lacking in enablement due to being research 
"yet to be realized" as to uses thereof. It is additionally 
noted that none of the gene expression profiles in the instant 
claims are limited to contain even at least one polynucleotide 
which is known to be of diagnostic value. 

VAGUENESS AND I NDEE IN I TENESS 

llaims 3 and 6-21 are rejected, as discussed below, under 35 
U.S. 2 . § 112, second paragraph, as being indefinite for failing 
t :> particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim. 13 depends from canceled claim I and therefore is 
vague and indefinite as to what is meant, regarding limitations 
therein. Clarif icati cn via clearer claim, wording is requested. 
Claims dependent, direct iv or indirectly from claim 13, are also 
rejected here i:iu:ide r to this said dependence. 

In claim 6, last 2 lines, polynucleotides are described as 
being " cDNAs or fragments thereof" and are "3 '-end fragments of 
restriction enzyme cleaved c~XAs " . As written these 
characterizations may be reasonably interpreted as only 
characterizations -without any method steps required in the 
instant claims as possibly implied by these limitations. 
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Alternatively, the :Iaims are interpret able as being vague ana 
indefinite as to whether these limitations are merely 
rharaoterizati ons of pc= lynu z le ot i ies as :ited previously in olaim 
■5 or are required aoticn steps in order to practice olaim 6. 
11 an f ic at i-on via clearer claim wording is requested. Claim 7 
also- oontams this unclarity due too its -dependence from claim 6. 
This unclarity as to whether a limitation is a characterization 
or an actual method step is present in claim 10 wherein the 
generation of fragments is described but rhis is not worded 
therein as clearly being an aotive step or not. 

In rlaims 11 and 12, part (2) of ea:h claim, first and 
seoo-iid profiles are cited but without clear antecedent basis due 
tc> the claim lacking a previous citation of either a first c>r 
second profile. Zlari f i oat ion via clearer claim wording is 
requested. Similarly, olaim 13 sites first and second profiles 
without olear anteoedent basis. 

llaim 21 is vague and indefinite as to what is meant for 
weighting usage therein where a differenoe between is already a 
relative magnitude. Clarification via clearer claim weeding is 
requested . 

In olaim 3, last line, the limitation a "measure of size" is 
present but is vague and indefinite in that the claim does not 
indicate what is being measured for size. Is it a measurement of 
each of the polynucleotides in a profile? Is the size a 




measurement of display spare? Is the size a measurement of 
hybridization probe utilized for -gene expression profiling, or, 
is it a measure of the target pclynuoleot i ie whose expression is 
being profile!? Clarification via clearer claim wording is 
requested. This undefined size measurement is also* present in 
claims 7-10 either directly or via claim dependence. 

Tine following is a quotation of 3E U.5.C. § 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Of f ice act ion : 



(a) A paten: may not be -obtained though the invention is not 
identical ly disclosed or described as set forth in section 
102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that 
the subject matter as a whole would have been obvious at the 
time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which 
the invention was made. 

This art 1 i rati on currently names joint inventors. In 
considering patentability of one claims unuer i: t . - . o' . $ i-jMa;, 
the examiner presumes that the subject, matter of the various 
claims was commonly owned at the time any inventions covered 
therein were made accent any evidence to the contrary. Applicant 
is advised of the :b ligation under 21 3 . F . F . § 1.53 to point out 
the inventor and invention dates of earn claim that was not 
commonly owned at the time a later invention was made in order 
for the examiner to consider the applicability of 3 5 U.S.C. 
i:3 (o) and potential 3 5 d.S.C. § 132(f) or (g) prior art under 3 5 



_aouS -z ana . 
be ma 11:10a c en table 



? rejeoted under 3 
Farr et al . ?/X 5, 511, 231 ■ 



view of the 



legal decision of In re Venner .,12 3 "JSr'£ ! 192 et seq. 



In the abstract cf Farr et al . the measurement of 
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transcription or translation levels from genes is disclosed as 
related to various stress promoters and/or the action of a 
compound at the subcellular level . These are measurements of 
gene expression profiles as set forth in the instant claims. 
Figures 1-11 of Farr et al . display said gene expression in a 
perspective 3 -Dimensional manner with parameters for each 
expression level in the third dimension. One characteristic 
parameter is concentration of a compound which may alter gene 
expression and another is an identifier of a stress promoter 
being evaluated regarding the gene expression. These stress 
promoters are discussed, for example, in column 7, line 46, 
through column 14, line 13. Examples 1-32 in columns 22-32 
discuss some exemplary procedures by which to determine gene 
expression from the expression characteristics for the gene being 
analyzed regarding promoter activity. The perspective 3-D graphs 
■of the results are displayed as summarized in column 3 for the 
Figures 1-11. The difference between these studies and the 
instant claims is the usage of computer or automation practice by 
which to process the data. These automation practices only 
replace manual activities and are not a patentable distinction as 
evidenced by the legal decision of In re tenner (12 3 USF£' 192) . 
This legal decision at page 194, second column, item [-5], states 
that it is well settled that providing a mechanical or automatic 
means tc replace manual activity is not an invention. Thus, as 




explained further in said decision, there is no patentable 
distinction in replacing manual activity with an automatic means 
as instantly claimed. 

Thus, it would have been obvious to someone of ordinary 
skill in the art at the time of the instant invention to practice 
the instant invention because Farr et al . describes the data 
analysis and display of the instant invention which as noted 
above is obviously computerized as motivated for efficiency if 
desired via In re Venner . 

The above is a reiteration of the basis m Farr et al. for a 
3 -dimens ional representation and display of gene expression data. 
Instant claim 6 is newly rejected based on Farr et al. because it 
has been reconsidered to merely characterize polynucleotides in 
the last 2 lines therein. See the above rejection under 35 
U.c.C. § 112, serond paragraph, regarding alternative 
interpretations :f instant claim 5. If claim 6, last 2 lines, 
are merely characterizations ot polynucleotides, then their 
structure as characterized thereby is reasonably viewed as being 
those as in Farr et al . due to the below analysis. It is noted 
that the examples in Farr et al . discuss the chemical synthesis 
of polynucleotide probes, but cite the stress polynucleotides as 
being characterized in column S, line IS, through column 16, line 
58. Consideration cf these polynucleotides results in their 
structure as corresponding to the last 2 lines of instant claim 
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6. The multitude of stress p jlynu:le jtiies in said Farr et al . 
listing is reasonably characterized by starting in column 8, 
lines 24-51, 5;S describing the first three polynucleotides which 
thus establish the basic trend of the structure of the lengthy 
list in Farr et al . Included with the Office Action are copies 
of the first three polynucleotide references in said column 8, 
lines 24-53, discussion which characterize these first three 
polynucleotides. For the first polynucleotide type, Sogawa et 
al.[PNAS £3:3044(1985)] on pages 3C44-3045, bridging paragraph 
and in Figure 1 describe inserts in plasmids which are 
restriction enzyme cleavage products and which have 3' -termini as 
all such polynucleotides do. The second Farr et al. 
polynucleotide type is described in Rushtmore et al.[PNAS 
37:3826(1990)] on page 3 32 3, second ciiumn, lines 2 1 -43, as being 
cloned via restriction enzyme cleavage and as above have 3' 
termini. The third Farr et al. polynucleotide type is described 
in ae Groot et al . [EM30 Journal 1 Z [ 3 ' : 2 I 2 2 [ 1 9 3 1 ■ ] cn page 2 53 2, 
second column, in the section entitled "Cells and Plasmids" as 
also being cloned via restriction enzyme cleavage and also have 
3' termini as required for such pod ynuc 1 ecT ide fragments. Thus, 
in summary, the Farr et al. description of three values which are 
d i s p 1 a y e d in mu 1 1 i - d i men s i on a 1 display of p o 1 y nu c 1 e o t i de 
expression is suggested as being a computerized display in view 
of In re Tenner thus suggesting and motivating the instant 




invention. Claim 2 3 is include! herein due to a reevaluate ~n of 
a delta plot m the last lines as being inclusive of the 
niscograph or bar plots m Farr et ai. 

The disclosure is objected to :e:ause of the following 
in forma 1 i t 1 es : 

In claims 3 and 6, lines 1 of each claim, the phrase 
"analyzing an displaying" apparently contains a misspelled "an" 
in context . 

Correct ion is required . 

No claim is allowed. 

Papers related to this application may be submitted to 



Technical Center 1600 by facsimile transmission. 



'apers should 



be faxed to Technical Center 1-50C via the PTO Fax Center located 
in Crystal Kail 1. The faxing of such papers must conform with 
the notices published in the Official Gazette, 10 96 OG 3 0 
(. November 15, 1 988), 115*5 OG 01 (November 16, 19 93), and HE 7 OG 
91 (December 28, 1^93) (See 37 OF?. § 1.0(d)). The CMl Fax renter 
number is either (703)308-4242 or (703)305-3014. 

communications from the examiner shculd be directed to 
Ardin Marschel, Ph.D., v/hose telephcne number is (,703) 316-3594. 
Th- examiner can normally be re ache 3 :n Monday- Fn cay from 3 A.M. 
tc 4 P.M. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's superviscr, Michael Woodward, Ph.D. , 
can be reached on ^70 3) 3 0 5 - 4 02 5 . 



Any inquiry cf a general natur 
this application should be directed tc Legal 
Tina Plunkett, whose telephone number is L7 j 3 ) 3 0 5 - 3 024 or to th 



:r relating tc the status of 
1 T ns trument Examiner, 



1 Q ^ 



'iechone numbej 
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